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Classification Name: 

Trade or Proprietary or 

Model Name: 

Legally Marketed Device: Replacem HA Coated Implant K962845 

Endosseous Dental Implant (21 CFR 872.3640) 

Replacem Scalloped mgin Implant System 

Device Description: 
The Replacew Scalloped Margin Implant System is an implant with a scalloped 
coronal margin designed to mimic the contours of the alveolar ridge. The implant is 
designed for esthetic applications where the alveolar ridge and the soft tissues are 
relatively intact. 

The available diameters will be 3.5 mm, 4.3 mm, 5.0 mm and 6.0 mm with lengths of 
10 mm, 13 mm and 16 mm. The titanium implant body will be available with an HA 
coating on the root form portion, 

Indications for Use: 
The ReplaceTM Scalloped Margin Implant System is an implant with a scalloped 
coronal margin, designed for single stage or two stage surgical procedures. The 
ReplaceTM Scalloped Margin Implant System is intended for use to restore chewing 
fbnction in edentulous and/or partially edentulous patients. 
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Indications for Use Statement 
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C I  

510(k) Number (if known): Not yet assigned 

Device Name: Replacem Scalloped Margin Implant System 

Indications for Use: 

The Replacem Scalloped Margin Implant System is an implant with a scalloped coronal 
margin, designed for single stage or two stage surgical procedures. The Replacem 
Scalloped Margin Implant System is intended for use to restore chewing fkction in 
edentulous and/or partially edentulous patients. 

(PLEASE DO NOT WRITE BELOW ?IIES LINE - CONTINUE ON A " E R  PAGE IF NEEDED) 

Concurrence of CDRH, OBce of Device Evaluation (ODE) 

OR Over-the-counter Use 
Optional Format 1-2-96 

Prescription Use J 
(per 21 CFR 801.109) 

(Division Sign- 
Division of Dental, Infection Control, 
and Generel Hospital 
5Ta:k) Number 
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